
The safety profile 
of IV irons

The IRONMAN trial Iron Correction in  
ONE visit

Iron deficiency in  
Heart Failure

ONE VISIT: Make it count

Previous RCTs demonstrate that heart failure patients  
received a high total dose of iron1–5

FDI is the only fast
high-dose IV iron with:

Underdosing is associated with ongoing iron deficiency and  
reduced symptomatic improvements in HF patients1,2

Retrospective study to determine the frequency of IV iron dose deficits in clinical practice, and to assess their impact on clinical and biochemical status 
after 12 weeks in patients with HFrEF and ID (n=211)2
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Prospective, RCT, blinded-endpoint trial comparing ferric derisomaltose (n=569) and usual care (n=568). Method: Patients aged 18 years or older with heart failure (left ventricular ejection fraction ≤45%) 
and TSAT < 20% or serum ferritin < 100 μg/L. ferric derisomaltose dose was determined by patient bodyweight and haemoglobin concentration. A COVID-19 sensitivity analysis was prespecified. Primary 
endpoint: Cardiovascular death and hospital admissions for heart failure (rate ratio [RR] 0·82 [95% CI 0·66 to 1·02]; p=0·070). RCT: randomized controlled trial, TSAT: transferrin saturation

IRONMAN: Ferric derisomaltose was well tolerated1

1	

Prespecified safety endpoints1 2.7 years
median follow-up with 

serious adverse  
events, including 

infections, being on par 
or lower with  

ferric derisomaltose  
vs Usual care

Ferric derisomaltose

Serious adverse events by system organ class, n (%)1

1	

IRONMAN outcome: The composite endpoint of total 
heart failure hospitalisations & CV death1

ARR, absolute risk reduction; CI, confidence interval; CV, cardiovascular; HF, heart failure; RR, rate ratio; 
RRR, relative risk reduction.

Adapted from Kalra PR, et al.2

0

5

10

15

25

20

35

30
22.3

(210 events)

29.3
(280 events)

RRR: 24%
ARR: 7.0%

Ferric derisomaltose
(n=527)

Usual care
(n=536)

R
at

e 
pe

r 1
00

 p
at

ie
nt

-y
ea

rs

p=0.047

Prespecified COVID-19 
sensitivity analysis

Primary endpoint 

Number at risk
Ferric derisomaltose

Usual care
569
568

485
483

405
406

RR: 0.82 (95% Cl: 0.66–1.02);
p=0.070
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Ferric derisomaltose
Usual care

Years

RRR: 18% 
ARR: 5.1%

Pre-specified Covid-sensitivity analysis1,2

The IRONMAN study design

IRONMAN: investigator-initiated, 
event-driven trial conducted  
across 70 UK hospital sites1,2

Prospective, randomised, open-label, blinded 
endpoint (PROBE) design
Objective: to evaluate the longer-term effects 
of ferric derisomaltose on CV events in patients 
with HF and iron deficiency
Primary composite endpoint: recurrent 
hospitalisations for HF and CV death
Prespecified safety endpoints: deaths and 
hospitalisations due to infection, adjudicated by 
an independent committee

Patients meeting
entry criteria

Informed consent

Ferric derisomaltose dosing regimen:

N=1137

 weeks 4

Usual care  
n=568

Ferric derisomaltose
n=569

Visits every 4 months 
for study duration

Mean duration of
follow-up: 2.7 years

(max. 5.4 years)

UK

Time (post-randomisation)

*At trial designs, guidance for calculating iron need for this patient group was limited; therefore, a pragmatic approach was taken to ensure patients did not 
receive higher than the maximum licenced dose.1  The current licenced dose in this patient group is 500 mg.3

IRONMAN was funded by the British Heart Foundation (grant award CS/15/1/31175) and Pharmacosmos.Pharmacosmos provided  
supplies of ferric derisomaltose and supported the trial with an additional unrestricted grant.National Health Service Greater Glasgow 
and Clyde and the University of Glasgow were cosponsors for the trial.

CV, cardiovascular; HF, heart failure; R, randomisation; TSAT, transferrin saturation.

2° endpoint at
4 and 20 months

R
1:1

Haemoglobin Body weight <50 kg*  Body weight 50 – <70 kg Body weight ≥70 kg

≥10 g/dl 20 mg/kg 1000 mg 20 mg/kg up to max.
1500 mg

<10 g/dl 20 mg/kg 20 mg/kg 20 mg/kg up to max. 
2000 mg

Redosing Permitted if ferritin was <100 μg/l, or if ferritin was ≤400 μg/l and TSAT was <25%
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 of IV irons

The IRONMAN trial Iron Correction in  
ONE visit

Iron deficiency in  
Heart Failure

Impact having Iron deficiency (ID) 
in Heart Failure 
(versus patients without ID)

of all heart failure  
patients are  

iron deficient*1

•	Can cause worsening of HF symptoms, 
such as reduced exercise capacity2,3

•	Is associated with increased mortality4

•	Impairs QoL2

•	Is associated with an increased risk of 
Hospitalisations for heart failure3,5,6

~50%

*In an international pooled cohort comprising 1,506 patients with chronic HF, 753 (50%) were ID.
1. Klip IT, et al. Iron deficiency in chronic heart failure: An international pooled analysis. Am Heart J. 2013;165(4):575–582.e3. 2. Alnuwaysir RIS, et al. Iron Deficiency in Heart Failure: Mechanisms and Patho-
physiology. J Clin Med. 2021;11(1):125.. 3. Rizzo C, et al. Iron Deficiency: A New Target for Patients With Heart Failure. Front Cardiovasc Med. 2021;8:709872. 4. Fitzsimons S, Doughty RN. Iron deficiency in 
patients with heart failure. Eur Heart J Cardiovasc Pharmacother. 2015;1(1):58–64. 5. Bradley J, et al. Predicting hospitalisation for heart failure and death in patients with, or at risk of, heart failure before first 
hospitalisation: a retrospective model development and external validation studyLancet. 2022;4(6):e445–e454. 6. Beattie JM, et al. Iron deficiency in 78 805 people admitted with heart failure across England: a 
retrospective cohort study Open Heart 2020;7:e001153.

*Class I definition: evidence and/or general agreement that a given treatment or procedure is beneficial, useful, effective.1 
†Level C definition: consensus of opinion of the experts and/or small studies, retrospective studies, registries.1 
‡Class 1 definition: strong (benefit >> risk).2 
§C-EO definition: consensus of expert opinion based on clinical experience.2 
ACC, American College of Cardiology; AHA, American Heart Association; ESC, European Society of Cardiology; HF, heart failure; HFSA, Heart Failure Society of America; 
TSAT, transferrin saturation. 
1. McDonagh TA, et al. Eur J Heart Fail. 2022;24(1):4–131. 2. Heidenreich PA, et al. Circulation. 2022;145(18):e895–e1032.

Diagnose iron deficiency in HF using 
international guideline criteria

2021 ESC Guidelines for the diagnosis and treatment 
of acute and chronic heart failure1

2022 AHA/ACC/HFSA Guideline for the management 
of heart failure2

Recommendation Class of 
recommendation*

Level of 
evidence†

It is recommended that all patients 
with HF be periodically screened for 
anaemia and iron deficiency with 
a full blood count, serum ferritin 
concentration, and TSAT 

I C

Recommendation Class of 
recommendation‡

Level of 
evidence§

For patients who are diagnosed with 
HF, laboratory evaluation should 
include complete blood count and iron 
studies (serum iron, ferritin, TSAT) 

1 C-EO

In patients 
with HF, iron 
deficiency is 
defined as 

serum ferritin 
<100 ng/ml, 

or 
100–299 ng/ml 

with 
TSAT <20%1

Iron deficiency – can cause further burden 
to your patients with HF1

Overlapping 
symptoms2,3,6,7

• Palpitations

• Tachycardia

• Fatigue

• Shortness of breath

• Chest pain

• Weakness

• Dizziness

• Breathlessness

HF symptoms2–5

• Weight gain

• Confusion

• Wheezing

• Swollen ankles and legs

• Persistent cough

• Cardiac cachexia

• Bloating

• Excessive sweating

ID/IDA symptoms6,7

• Mouth ulcers

• Headache

• Brain fog

• Slow/poor wound healing

• Pica

• Pale skin

• Cold extremities

• Hair loss

• Restless legs

Iron deficiency leads to:3

• Decreased oxygen storing 	
	 and carrying capacity

• Impaired energy release

• Impaired ROS metabolism

This may culminate in:3

• Fatigue and reduced 			 
	 exercise capacity

• Worsened prognosis 

• Increased hospitalisation

The symptoms of iron deficiency add to and overlap 
with the symptoms of heart failure2–7 

Iron has an integral role in oxygen delivery 
and utilisation in heart failure1–3

ATP, adenosine triphosphate; ROS, reactive oxygen species.
1. Anker SD, et al. Eur J Heart Fail. 2009;11(11):1084–1091. 2. Lewis GD, et al. Circ Heart Fail. 2016;9(5):e000345. 3. Rocha BML, et al. J Am Coll Cardiol. 2018;71(7):782–793.

PEAK VO2

O2

ATP

Haemoglobin 
concentration

O2 delivery

Mitochondrial 
membrane

Oxidative 
phosphorylation

O2 utilisation

Aerobic 
enzymes

IRON DEFICIENCY

Adapted from Anker SD, et al.1 and Lewis GD, et al.2 

The safety profile
of IV irons

The IRONMAN trial Iron Correction in  
ONE visit

Iron deficiency in  
Heart Failure

The safety profile 
of IV irons

The IRONMAN trial Iron Correction in  
ONE visit

Iron deficiency in  
Heart Failure

The composite primary endpoint did not meet statistical significance, however, pre-specified covid sensitivity analysis showed nominal significance.

WHY

HOW

Restricted access
to treatment and hospital in person visits during the 
COVID-19 pandemic in 2020

FDA, EMA, and ESC guidance3,4,5

to include a sensitivity analysis to reduce the impact of the
pandemic on the trial results

Including (91%)
Patients randomised up to March 31st 2020 (first UK
lockdown) with a censoring date of September 30th 2020
(assuming that iron repletion would be maintained for at least
6 months)

Excluding (9%)
Patients randomised after April 1st 2020

1. Kalra PR, et al. Rationale and design of a randomised trial of intravenous iron in patients with heart failure Heart. 2022;108(24):1979–1985. 2. Kalra PR, et al. Intravenous ferric derisomaltose in patients with 
heart failure and iron deficiency in the UK (IRONMAN): an investigator-initiated, prospective, randomised, openlabel, blinded-endpoint trial. Lancet. 2022;400(10369):2199–2209. 3. US Food and Drug Admin-
istration Conduct of clinical trials of medical products during the COVID-19 public health emergency guidance for industry, investigators, and institutional review boards.(updated on Aug, 30, 2021.)https://www.
fda.gov/media/136238/download 4. European Medicines Agency, guidance on the management of clinical trials during the COVID-19 (coronavirus) pandemic. Version 5.https://health.ec.europa.eu/system/
files/2022-02/guidanceclinicaltrials_covid19_en_1.pdf 5. Anker SD Butler J Khan MS et al. Conducting clinical trials in heart failure during (and after) the COVID-19 pandemic: an expert consensus  
position paper from the Heart Failure Association (HFA) of the European Society of Cardiology (ESC).Eur Heart J. 2020; 41: 2109-2117
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Ferric Derisomaltose
(n=559)

34 events

Death due to infection

HR: 1.22 (95% Cl: 0.74–2.02);
p=0.43

Usual care
(n=568)

28 events
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RR: 0.82 (95% Cl: 0.62–1.08);
p=0.16
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1978 mg

IRONMAN

In IRONMAN, The mean total dose in 
year 1 was 1978 mg  (SD 949 mg)6

Total iron need across studies using IV iron in HF
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Trial duration

18 weeks
Trial duration

24 weeks
Trial duration

52 weeks
Trial duration

24 weeks
Trial duration

52 weeks

Ferric derisomaltose group 
(n=559) 

Usual care group 
(n=568) 

Difference 
(95% CI) 

P-value 

All  410 (73%)  435 (77%)  –3.24 (–8.30 to 1.82)  0.21

Cardiac  200 (36%)  243 (43%)  –7.00 (–12.69 to –1.32)  0.016 

Infections and infestations  142 (25%)  162 (29%)  –3.12 (–8.30 to 2.06) 0.24 

Surgical and medical  80 (14%)  74 (13%)  1.28 (–2.73 to 5.29)  0.53 

Gastrointestinal  56 (10%)  64 (11%)  –1.25 (–4.85 to 2.35)  0.50 

Respiratory, thoracic, and mediastinal  48 (9%)  67 (12%)  –3.21 (–6.74 to 0.32)  0.074 

Renal and urinary  55 (10%)  64 (11%)  –1.43 (–5.01 to 2.16)  0.43 

General and administration site  57 (10%)  52 (9%)  1.04 (–2.41 to 4.49)  0.55 

Nervous system  54 (10%)  45 (8%)  1.74 (–1.57 to 5.04)  0.30 

Metabolism and nutrition  31 (6%)  49 (9%)  –3.08 (–6.07 to –0.09)  0.043 

Vascular disorders  34 (6%)  42 (7%)  –1.31 (–4.24 to 1.61)  0.38 

Neoplasms benign, malignant, and unspecified  22 (4%)  21 (4%)  0.24 (–2.00 to 2.48)  0.83 

Musculoskeletal and connective tissue  19 (3%)  25 (4%)  –1.00 (–3.26 to 1.26)  0.38 

1. Kalra PR, et al. Intravenous ferric derisomaltose in patients with heart failure and iron deficiency in the UK (IRONMAN): an investigator-initiated, prospective, randomised, openlabel, blinded-endpoint trial. 
Lancet. 2022;400(10369):2199–2209.

1. Okonko DO, et al. J Am Coll Cardiol. 2008;51(2):103–112. 2. Filippatos G, et al. Eur J Heart Fail. 2013;15(11):1267–1276. 3. Ponikowski P, et al. Eur Heart J. 
2015;36(11):657–668. 4. van Veldhuisen DJ, et al. Circulation. 2017;136(15):1374–1383. 5. Ponikowski P, et al. Lancet. 2020;396(10266):1895–1904. 6. Kalra PR, et 
al. Intravenous ferric derisomaltose in patients with heart failure and iron deficiency in the UK (IRONMAN): an investigator-initiated, prospective, randomised, openlabel, 
blinded-endpoint trial.Lancet. 2022;400(10369):2199–2209.

1. Foley P. Br J Cardiol. 2021;28(Suppl 1):S10–S14. 2. Martens P, et al. Acta Cardiol. 2020;75(6):520–524.

1. Rocha BML, et al. J Am Coll Cardiol. 2018;71(7):782–793. 2. NHS. Symptoms: heart failure. Available at https://www.nhs.uk/conditions/heartfailure/symptoms/ [Accessed March 2023]. 3. Mayo Clinic. Heart 
failure. Available at https://www.mayoclinic.org/diseases-conditions/heart-failure/symptoms-causes/syc-20373142. [Accessed March 2023]. 4. Azhar G, Wei JY. Curr Cardiovasc Risk Rep. 2013;7(6):480–484. 
5. Slavich M, et al. AmJ Cardiovasc Dis. 2021;11(5):635–641. 6. Royal College of Nursing. Iron deficiency and anaemia in adults. Available at https://www.rcn.org.uk/Professional-Development/publications/pub-
007460. 7. Scott C, et al. Presented at 20th Annual NATA Symposium;4–5 April 2019; Berlin, Germany: P24.

*Whenever possible, 20 mg iron/kg body weight should be given in the first administration. If the iron need exceeds 20 mg/kg, depending on clinical judgement, the second administration could await follow-up 
laboratory tests.1 †Longer than 12 months.4 CV, cardiovascular; FDI, ferric derisomaltose; HF, heart failure; IV, intravenous.
1. Ferric derisomaltose SPC. 2. Kalra PA, et al. Port J Nephrol Hypert. 2012;26(1):13–24. 3. Gozzard D. Drug Des Devel Ther. 2011;5:51–60. 4. Kalra PR, et al. Lancet. 2022;400(10369):2199–2209.

1. Kalra PR, et al. Heart. 2022;108(24):1979–1985. 2. Kalra PR, et al. Lancet. 2022;400(10369):2199–2209. 3. Ferric derisomaltose SPC.

Previously known as Monofer. The medicinal product remains the same. 
Ferric derisomaltose is marketed as Monover® in Ireland.

For patients ≥ 18 yesrs for treatment of iron deficiency when oral iron preparations are 
ineffective or cannot be used or where there is a clinical need to deliver iron rapidly. 
The diagnosis must be based on laboratory tests.

● The ability to meet iron need in one visit, 
   up to 20 mg/kg*1–3

● Long-term† evidence to demonstrate 
   impact on recurrent HF hospitalisations 
   and CV death4

● Long-term† safety data in HF with     
   adjudicated safety endpoints4

Reduce infusion frequency vs other fast high-dose IV irons
with a single full dose up to 20 mg/kg body weight*1–3

This page is a promotional page for UK and IE healthcare professionals, funded by Pharmacosmos UK Ltd. Prescribing Information and Adverse Event Reporting can be found at the end of this page here.



Adverse events should be reported. Reporting forms and information can be found in the UK 
at www.yellowcard.mhra.gov.uk and in ROI at www.hpra.ie. Adverse events should also be 

reported to Pharmacosmos at pvuk@pharmacosmos.co.uk  T: +44 1844 269 007

Ferric derisomaltose Pharmacosmos 100 mg/ml solution for injection/infusion Prescribing Information
DATE: Feb 2023
AREA COVERED: United Kingdom 

Ferric derisomaltose Pharmacosmos 100 mg/ml solution for injection/infusion prescribing information 

Note: Before prescribing please read full Summary of Product Characteristics. Medicinal Product: Ferric derisomaltose Pharmacosmos 100 
mg/ml solution for injection/infusion. Pharmaceutical form: Ferric derisomaltose is a dark brown, non-transparent solution for injection/infusion. 
Presentations: Iron in the form of Ferric derisomaltose; 100 mg/ml available in vials of 100 mg/ml, 500 mg/5 ml and 1,000 mg/10 ml. Indica-
tions: Ferric derisomaltose is indicated in patients ≥18 years for treatment of iron deficiency when oral iron preparations are ineffective or cannot 
be used or when there is a need to deliver iron rapidly. The diagnosis must be based on laboratory tests. Administration: Each IV iron adminis-
tration is associated with a risk of a hypersensitivity reaction. Thus, to minimise risk, the number of single IV iron administrations should be kept 
to a minimum. The iron need can be determined using either the Simplified Table, or the Ganzoni formula, or a fixed dose of 1,000 mg can be 
given to patients ≥50 kg body weight followed by re-evaluation for further iron need, please consult full Summary of Product Characteristics. Fer-
ric derisomaltose may be administered as an IV bolus injection of up to 500 mg at an administration rate of up to 250 mg iron/minute up to three 
times a week, during a haemodialysis session directly into the venous limb of the dialyser under the same procedures as outlined for IV bolus 
injection, or as an up to 20 mg iron per kg body weight infusion. If the iron need exceeds 20 mg iron per kg body weight, the dose must be split 
into two administrations with an interval of at least one week. It is recommended whenever possible to give 20 mg iron/kg body weight in the first 
administration. Dependent on clinical judgement the second administration could await follow-up laboratory tests. Doses up to 1,000 mg must be 
administered over >15 minutes; doses above 1,000 mg must be administered over ≥30 minutes. In case of infusion, Ferric derisomaltose should 
be infused undiluted or diluted in 0.9% sodium chloride. For stability, Ferric derisomaltose should not be diluted to concentrations less than 1 mg 
iron/ml and never diluted in more than 500 ml. Contraindications: Non-iron deficiency anaemia, iron overload or disturbances in utilisation of 
iron, hypersensitivity to any of the ingredients, decompensated liver disease, or known serious hypersensitivity to other parenteral iron products. 
Warnings/Precautions: Parenterally administered iron preparations can cause hypersensitivity reactions including potentially fatal anaphylactic/
anaphylactoid reactions. The risk is enhanced for patients with known allergies, a history of severe asthma, eczema or other atopic allergy, and 
in patients with immune or inflammatory conditions. Ferric derisomaltose should only be administered in the presence of staff trained to manage 
anaphylactic reactions where full resuscitation facilities are available (including 1:1000 adrenaline solution). Each patient should be observed 
for at least 30 minutes following administration. If hypersensitivity reactions or signs of intolerance occur during administration, the treatment 
must be stopped immediately. In patients with compensated liver dysfunction, parenteral iron should only be administered after careful benefit/
risk assessment. Careful monitoring of iron status is recommended to avoid iron overload. Parenteral iron should be used with caution in case 
of acute or chronic infection. Ferric derisomaltose should not be used in patients with ongoing bacteraemia. Hypotensive episodes may occur 
if intravenous injection is administered too rapidly. Caution should be exercised to avoid paravenous leakage when administering Ferric deriso-
maltose. Pregnancy: Ferric derisomaltose use during pregnancy requires a careful risk/benefit evaluation. The treatment should be confined to 
second and third trimester only. In rare cases, foetal bradycardia has been observed in pregnant women with hypersensitivity reactions. The un-
born baby should be carefully monitored during intravenous administration of parenteral irons in pregnant women. Undesirable effects: No very 
common (≥10 %) undesirable effects listed. Common undesirable effects (1 % to 10 %): nausea; rash; injection site reactions. For information on 
other undesirable effects, please consult full Summary of Product Characteristics. Legal Category: POM. Package Quantities and basic Pric-
es: 5 vials of 1 ml, £84.75; 5 vials of 5 ml, £423.75; 2 vials of 10 ml, £339.00. Marketing Authorisation Number/Holder: PL 18380/001, Phar-
macosmos A/S, Roervangsvej 30, DK-4300 Holbaek, Denmark. Date of preparation: February 2023. Further information is available on request 
to Pharmacosmos UK. 



Monover® Prescribing Information

DATE: July 2022
AREA COVERED: Ireland

Monover® (ferric derisomaltose) prescribing information 

Note: Before prescribing please read full Summary of Product Characteristics. Pharmaceutical form: Ferric derisomaltose is a dark brown, 
non-transparent solution for injection/infusion. Presentations: Iron in the form of ferric derisomaltose; 100 mg/ml available in vials of 100 mg/
ml, 500 mg/5 ml and 1,000 mg/10 ml. Indications: Monover® is indicated in patients ≥18 years for treatment of iron deficiency when oral iron 
preparations are ineffective or cannot be used or when there is a need to deliver iron rapidly. The diagnosis must be based on laboratory tests. 
Administration: Each IV iron administration is associated with a risk of a hypersensitivity reaction. Thus, to minimise risk, the number of single 
IV iron administrations should be kept to a minimum. The iron need can be determined using either the Simplified Table, or the Ganzoni formu-
la, or a fixed dose of 1,000 mg can be given to patients ≥50 kg body weight followed by re-evaluation for further iron need, please consult full 
Summary of Product Characteristics. Monover® may be administered as an IV bolus injection of up to 500 mg at an administration rate of up to 
250 mg iron/minute up to three times a week, during a haemodialysis session directly into the venous limb of the dialyser under the same proce-
dures as outlined for IV bolus injection, or as an up to 20 mg iron per kg body weight infusion. If the iron need exceeds 20 mg iron per kg body 
weight, the dose must be split into two administrations with an interval of at least one week. It is recommended whenever possible to give 20 mg 
iron/kg body weight in the first administration. Dependent on clinical judgement the second administration could await follow-up laboratory tests. 
Doses up to 1,000 mg must be administered over >15 minutes; doses above 1,000 mg must be administered over ≥30 minutes. In case of infu-
sion, Monover® should be infused undiluted or diluted in 0.9% sodium chloride. For stability, Monover® should not be diluted to concentrations 
less than 1 mg iron/ml and never diluted in more than 500 ml. Contraindications: Non-iron deficiency anaemia, iron overload or disturbances 
in utilisation of iron, hypersensitivity to any of the ingredients, decompensated liver disease, or known serious hypersensitivity to other parenter-
al iron products. Warnings/Precautions: Parenterally administered iron preparations can cause hypersensitivity reactions including potentially 
fatal anaphylactic/anaphylactoid reactions. The risk is enhanced for patients with known allergies, a history of severe asthma, eczema or other 
atopic allergy, and in patients with immune or inflammatory conditions. Monover® should only be administered in the presence of staff trained 
to manage anaphylactic reactions where full resuscitation facilities are available (including 1:1000 adrenaline solution). Each patient should be 
observed for at least 30 minutes following administration. If hypersensitivity reactions or signs of intolerance occur during administration, the 
treatment must be stopped immediately. In patients with compensated liver dysfunction, parenteral iron should only be administered after careful 
benefit/risk assessment. Careful monitoring of iron status is recommended to avoid iron overload. Parenteral iron should be used with caution in 
case of acute or chronic infection. Monover® should not be used in patients with ongoing bacteraemia. Hypotensive episodes may occur if intra-
venous injection is administered too rapidly. Caution should be exercised to avoid paravenous leakage when administering Monover®. Pregnan-
cy:  Monover® use during pregnancy requires a careful risk/benefit evaluation. The treatment should be confined to second and third trimester 
only. In rare cases, foetal bradycardia has been observed in pregnant women with hypersensitivity reactions. The unborn baby should be care-
fully monitored during intravenous administration of parenteral irons in pregnant women. Undesirable effects: No very common (≥10 %) un-
desirable effects listed. Common undesirable effects (1 % to 10 %): nausea; rash; injection site reactions. For information on other undesirable 
effects, please consult full Summary of Product Characteristics. Legal Category: POM. Package Quantities: 5 vials of 1 ml; 5 vials of 5 ml; 2 vi-
als of 10 ml. Marketing Authorisation Number/Holder: PA 0982/002/002, Pharmacosmos A/S, Roervangsvej 30, DK-4300 Holbaek, Denmark. 
Date of preparation: July 2022. Further information is available on request to Pharmacosmos UK.

Job code: UKIE-FDI-0423-00023 l date of preparation: May 2023




